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SUBJECT: RECALL OF MEDICAL DEVICE - CARDIAC PACEMAKER. 

1. FDA ADVISES THAT THE CORDIS CORPORATION, 125 N.E. 40TH 

STREET, MIAMI FLORIDA 33137 IS RECALLING THE FOLLOWING: 

IMPLANTABLE, EXTERNALLY PROGRAMMABLE, CARDIAC PACEMAKERS, 

OMNI-STANICOR MODEL 162C 

OMNI-ECTOCOR MODEL 163 A 

OMNI- ATRICOR MODEL 164 

OMNI-VENTRICOR MODEL 167A 

LOT NUMBERS ARE NOT USED. EACH PACER IS IDENTIFIED BY 
THE MODEL NUMBER FOLLOWED BY THE SERIAL NUMBER. BETWEEN 
DECEMBER 1972 AND MARCH 1974, THE FOLLOWING UNITS WERE 
MANUFACTURED AND IMPLANTED: 

OMNI-STANICOR 3,000 
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OMNI-ATRICOR 600 

OMNI-VENTRICOR 600 

AT LEAST 200 OF THE UNITS ARE SUSPECT SINCE THEY CONTAIN 
FAULTY DELTA AND ALPHA DECODERS WHICH ARE BOTH COMPONENTS OF 
THE OMNI SERIES OF THE PACERS. SHORT CIRCUITS WITHIN THE 
SEALED UNITS CAUSE A PREMATURE GRADUAL DEPLETION OF THE PACER 
BATTERIES. THE PACERS ARE WARRANTEED FOR THREE YEARS BUT 
FAILURE HAS OCCURRED WITHIN SIX TO EIGHTEEN MONTHS. FOUR 
PATIENTS HAVE EXPIRED; HOWEVER THE FIRM CLAIMS THAT THE 
ATTENDING PHYSICIANS DO NOT ATTRIBUTE DEATHS TO 
THE PACER MALFUNCTION. 

2. FOREIGN DISTRIBTUION CURRENTLY AVAILABLE IS AS 
FOLLOWS: 

DR. PIOGER, CLINIC DE L'AUDE, PARIS FRANCE, MODEL OMNI-STANI 
COR 162C SERIAL NO. 487 WITH DELTA 316B. SERIAL NO. 35. 

DR. BONNET, SED ANTON, PARIS, FRANCE, OMNI-STANICOR MODEL 162C, 
SERIAL NO. 399 WITH DELTA 316B, SERIAL NO. 12. THIS UNIT WAS 
IMPLANTED IN MAY 23. 1973 AND WAS EXPLANTED DEC. 1973. 

DR. STAUCH, UNIVERSITAT HOSPITAL, ULM, WEST GERMANY, 
OMNI-STANICOR MODEL 162C, SERIAL NO. 483 WITH DELTA 
316B, SERIAL NO. 18. THIS UNIT WAS IMPLANTED 
ON SEPT. 11, 1973 AND WAS EXPLANTED FEB. 1974. 

DR. MACHII. MITUSI, MEMORIAL HOSPITAL, TOKYO, IAPAN, OMNI- 
STANICOR MODEL 162C, SERIAL NO. 481 WITH DELTA 316B, SERIAL 
NO. 5. THIS UNIT WAS IMPLANTED ON JUNE 28, 1973 AND WAS 
EXPLANTED JAN. 1974. 

DR. O. HERNANDEZ, CLINICA RAJETTI, CARACAS, VENEZUELA, OMNI- 
STANICOR MODEL 162C, SERIAL NO. 485 WITH DELTA 316B. SERIAL 
NO. 19. THIS UNIT WAS IMPLANTED APRIL 6. 1973. 

3. POSTS ARE REQUESTED TO ASCERTAIN WHETHER FOREIGN CONSIGNEES 
ARE FAMILIAR WITH DETAILS OR RECALL AND TO VERIFY WHETHER 
PACEMAKERS STATED TO BE EXPLANTED WERE ACTUALLY REMOVED. 
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